
List of Orphan Product Designations for April 1999

NAME SPONSOR & ADDRESS

Generic Name
DESIGNATED INDICATION

DD=Designation Date

TN=Trade Name MA=Marketing Approval Date

6-hydroxymethylacylfulvene Treatment of histologically confirmed advanced. o~ M IPh
TN. metastatic pancreatic cancer.
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Su te 300 , Ophs Center

9900 Bren Road East

Minnetonka, MN 55343

DDz=04/06/l999 MA= / I

Beraprost

TN=

CT-25 84 mesylate
TN=

CT-25 84 mesylate
TN=

Etanercept

TN= Enbrel

Fluoxetine

TN= Prozac

Treatment of pulmonary arterial hypertension associated United Therapeutics Corporation

with any New York Heart Association classification (Class 68 T.W. Alexander Drive, PO Box 14186

I, II, 111,or IV). Research Triangle Park, NC 27709

DD=04/29/l 999 MA= I /

Treatment of adult soft tissue sarcoma. Cell Therapeutics, Inc.

201 Elliott Ave. West

Suite 400

Seattle, WA 98119

DD==04/16/1999 MA= / /

Treatment of malignant mesothelioma.

Treatment of Wegener’s granulomatosis.

Treatment of autism.

Pegylated arginine deiminase Treatment of invasive malignant melanoma.

TN= Melanocid

Cell Therapeutics, Inc.

201 Elliott Ave. West

Seattle, WA 98119

DD=04/16/l 999 MA= i /

Stone, John H., MD, MPH

Johns Hopkins Vasculitis Center, Division

of Rheumatology

1830 East Monument St., Suite 7500

Baltimore, MD 21205

DD==04/06/l999 MA= I /

Hollander, MD, Eric

Mt. Sinai School of Medicine, Dept. of

Psychiatry

Box 1230, One Gustave L. Levy Place

New York, NY 10029

DD==04/30/l999 MA= I /

Phoenix Pharmacologic, Inc.

115 John Robert Thomas Dr.

Exton, PA 19341

DD=04/1 2/1999 MA= I I
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Recombinant human nerve Treatment of HIV-associated sensory neuropathy. Genentech, Inc.

growth factor 1 DNA Way

TN. South San Francisco, CA 94080

DD=04/1 6/1999 MA= I /

Rifalazil
TN=

SCH 58500

TN=

Treatment of pulmonary tuberculosis.

Treatment of primary ovarian cancer.

Sodium 1,3-propanedisulfonate Treatment of secondary amyloidosis.

TN=

Thalidomide

TN= Thalomid

Treatment of Crohn’s disease.

PathoGenesis Corporation

20 I Elliott Avenue West

Suite 150

Seattle, WA 98119

DD=04/13/ 1999 MA= I I

Schering Corporation

2000 Galloping Hill Rd.

Kenilworth, NJ 07033

DD=04/12/ 1999 MA= I I

Neurochem, Inc.

7220 Frederick Banting, Suite 100

Saint-Laurent, Quebec

Canada H4S 2A1,

DD=04106/1999 MA= 1 /

Celgene Corporation

7 Powder Horn Dr.

Warren, NJ 07059

DD=04/06/1999 MA= / I
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